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7 = KFSYSCC/IRB tFa FEEPNF Suspected | Causalit
W LA A Drug y
1 20080303A #1% 1% | MCN1515418(4~) | Trastuzumab- | Related
/W020697 ¥ FF Worsening of MCC-DM1
R I o erysipelas
S FE TR R MCN1257940(%-) | Trastuzumab- | Related
& EE R IRGLEP Stroke MCC-DM1
wL o AR MCN1459330(%#~) Pertuzumab | Not
HER2F5 14+ 2_ 54 % " Abnormal liver Related
Ry engh A 0 3R MCN1377993(%) | Pertuzumab | Related
Trastuzumab & # Infective arthritis of
Docetaxel % left elbow
Trastuzumab & # MCN1279296(%~) | Pertuzumab | Related
Docetaxel Pericardial effusion
Pertuzumab ¥t MCN1219928(4~) | Pertuzumab | Related
Trastuzumab £ # Atrioventricular
Pertuzumab ¥t block complete
Pertuzumab & MCN1470595(Fu-1) | Pertuzumab | Related
Docetaxelis B Pneumonia
MCN1473529(%~) Pertuzumab | Related
Bronchitis
2 20090306A ¥1% 1% | MCN1515418(%~) | Trastuzumab- | Related
/BO21977 %5 FF Worsening of MCC-DM1
s e pe s 5 ¢ s erysipelas
¥R E R MCN1399643(Fu-1) | Trastuzumab- | Not
o e Chronic myeloid MCC-DM1 | Related
KESRTE: X B leukmia
Trastuzumab e /= MCN1531335(%~) Trastuzumab | Related
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PHER-2: 42 A Cutaneous lupus Eemtansine
RO Hp 2\ g A5 5 5 erythematosus
R e A 1 MCN1377993(%) Pertuzumab | Related
Trastuzumab-MCC-D Infective arthritis of
M1 Capecitabine & left elbow
& Lapatinibz_ % 75 MCN1399643(Fu-1) | Trastuzumab | Not
Fo Ay ks Chronic myeloid Eemtansine | Related
>t leukmia
20120920A Wi | MCN1344752(Fu-4) | Obinutuzuma | Related
/BO21223 %5 i Bleeding from b(GA101)
i S LSRN N lymphoma lesion in
B kT M stomach
A fechiRs iR 0 ¥ MCN1441544(Fu-1) | Obinutuzuma | Related
AT AEL o Patient fall at home | b(GA101)
L M E R 2 MCN1423467(Fu-2) | Rituximab Related
PAENHT B Hyperthyrosis
4 > 121GAL101(RO MCN1532563(4) | Obinutuzuma | Related
5072759) %+ 5 Adult respiratory b(GA101)
K 2 Rituximab #+# distress syndrome
[T/ O o S MCN1543615(#7) | Obinutuzuma | Related
s w4 %3 GAL Shortness of breath | b(GA101)
01 Rituximabz_ & MCN1275586(%) | Rituximab Related
Fiphk  MERIR COPD worsening
2 & MCN1544284(4) | Obinutuzuma | Related
Left threatening b(GA101)
acute lymphoblastic
leukaemia
20121022A &38| MCN1344752(Fu-4) | Obinutuzuma | Related
/BO21005 %5 iF Bleeding from b(GA101)
- JFRE e s F ¥ lymphoma lesion in
AN N R RS ] stomach
Sk R E 4 MCN1423467(Fu-2) | Rituximab Related
WA T ARR IR Hyperthyrosis
”:szcg% %7‘ ’%’i’ MCN1532563(4%) | Obinutuzuma | Related
I;:I -‘:J l‘z‘g,:légl e Adult respiratory b(GA101)
wo distress syndrome
(ROS072759) e MCN1543615(4-) | Obinutuzuma | Related
CHOF.)(G_(EI,_'OP)E Shortness of breath | b(GA101)
Rituximab ##
CHOP(G-CHOP) 2. MCN1275586(%~) Rituximab Related
Feikiok o METH COPD worsening
T MCN1544284(~) | Obinutuzuma | Related

Left threatening
acute lymphoblastic
leukaemia

b(GA101)
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20140113A %1% | AU-2014-104624(%~ | BMN 673 Related
673-3016 g | UL
CF R Bk Medically =
B A pe s T significant atrial
e 5wk flutter
% > 1t 5 BMN673: Quarterly BMN 673 Related
¥ R 2 B (2013-12-01~2014-1 &
A fe B SR 2 1-30) Not
SR 0 6 related
2 RXEPARLERE
AR R S
B 2. 4 78 " BRCA
RERF gk
20140616A 21% 3% | MCN153818(5+) Pertuzumab | Not
/BO28408 %5 iF Hypomagensemia Related
B S EE A MCN1399643(Fu-1) | Trastuzumab | Not
S B s e Chronic myeloid Eemtansine | Related
LS e R leukmia
”aStUZl_Jma'? MCN1531335(4~) | Trastuzumab | Related
emtansine = * (fu-1) Eemtansine
pertuzumab £ i & Cutaneous lupus
R E erythematosus
trastuzumab % MCN1528277(4) | Trastuzumab | Not
pertuzumab & Pneumonia Eemtansine | Related
HER2FS {25 & & + -
2w R e M(.:N152230.2(?%”) Trastuzumab Related
Spinder navei , Eemtansine
Hemorrhage
MCN1533142(%~) Blined Related
Pneumatosis of Pertuzumab
gastric wall
MCN1533273(4~) | Trastuzumab | Not
Ureteral obstruction Related
MCN1441639(%~) Blined Not
Perianal abscess Pertuzumab | Related
MCN1278717(4~) Pertuzumab | Related
Viral infection ,
neutropenic sepsis
MCN1377187(Fu-2) | Trastuzumab | Not
Multi organ failure | Eemtansine Related
MCN1508334(Fu-1) | Trastuzumab | Not
Liver fibrosis Eemtansine Related
MCN1278404(4~) Trastuzumab | Related
Myocardial
infarction
MCN1508334(Fu-1) | Pertuzumab | Not
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Generally unwell,
fever, oral mucositis

Related

MCN1508334(%~) Trastuzumab | Not
Confusional episode | Eemtansine Related
MCN1524657(%~) Pertuzumab | Related
Pneumonia

MCN1538578(%~) Pertuzumab | Related
Paimar-plantar

erythrodysesthesia

syndrome

MCN1344088(4~) | Trastuzumab | Related
Spinder navei , Eemtansine

Vomiting

MCN1544068(4~) | Trastuzumab | Not
Palpitation Eemtansine Related
MCN1541426(%=) | Blined Not
Hypokalemia Pertuzumab | Related
Hypomagnesemia

MCN1434265(Fu-1) | Pertuzumab | Related
Hepatic cytolysis

viral hepatitis C

MCN1549057(%~) Blined Related
Pulmonary emboism | Pertuzumab
MCN1548524(%~) Trastuzumab | Not
Upper Related
gastrointestinal

hemorrhage

Quarterly Trastuzumab | Related
(2014-08-22~2015-0 | Eemtansine | & Not
2-21) related
MCN1488244(Fu-1) | Pertuzumab | Related
Osteomyelitis ,gangr

ene

MCN1544370(4~) Blined Not
Thromboembolic Pertuzumab | Related
event

MCN1548020(%4~) Blined Related
Myeloblastic Pertuzumab

leukemia

MCN1548544(%~) Trastuzumab | Related
Gasrtitis Eemtansine
MCN1524723(%-) | Trastuzumab | Not
Disseminated Eemtansine Related

intravascular
coagulation
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MCN1549576(%~) Pertuzumab | Not
Hypotension Related
MCN1551652(%~) Pertuzumab | Not
Sepsis Related
MCN1126215(%~) Blined Not
Febrile aplasia Pertuzumab | Related
Quarterly Trastuzumab | Related
(2014-01-08~2014-1 | Eemtansine & Not
2-07) related
MCN1498316(%~) Pertuzumab | Related
Abscesses

MCN1414714(Fu-3) | Blined Related
(Fu-4) Pertuzumab
Encephalitis brain

stem

MCN1206205(Fu-1) | Blined Not
Pancytopenia Pertuzumab | Related
MCN1377993(%) Blined Related
Arthritis infective Pertuzumab
MCN1399643(%~) Trastuzumab | Related
Fibrosis liver CML | Eemtansine
MCN1473529(%~) Pertuzumab | Related
Bronchitis

MCN1508334(4~) | Trastuzumab | Related
Fibrosis liver Eemtansine
MCN1509011(%~) Blined Related
Pneumonia Pertuzumab
MCN1508830(4~) | Trastuzumab | Related
Chest pain - cardiac | Eemtansine
MCN1500803(%~) Blined Not
Lower respiratory Pertuzumab | Related
tract infection

MCN1508030(%~) Pertuzumab | Not
Stroke Related
MCN1509868(%~) Pertuzumab | Related
Kindney infections

MCN1515418(%~) Blined Related
Erysipeias Pertuzumab
MCN1518662(%~) Pertuzumab | Related
Hematemesis

MCN1517552(%~) Pertuzumab | Not
Superficial Related
thrombophlebitis

MCN1498316(Fu-1) | Pertuzumab | Related

(Fu-2)
Sepsis , Abscesses
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MCN1459330(%~) Blined Related
Function liver Pertuzumab
abnormal
7 20110224B % % 3% | Quarterly 2014 Afatinib Related
/B111200.98 %5 iF Q4 &
BT~ § o Hp R (2014-10-01~2 Not
% 1 % BIBW 2992 014-12-31) related
(afatinib ) >+ jisa 4
BA M g #“E‘: 1+ HER?2
e J R | A Y
HER2 i & % .2 &
B % R %
8 20130604A w %1% | MCN1515418(%~) Trastuzumab- | Related
/BO2793 3 i Worsening of MCC-DM1
erysipelas
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